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DETAILED ACTION 

1 . Claims 1-36 are pending. 

Election/Restrictions 

2. Claims 1, 6-26 and 28-36 are withdrawn from further consideration pursuant to 
37 CFR 1 .142(b) as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Election was made without traverse in the reply filed on 
February 13, 2008. 

Response to Amendment 

3. Rejections under 35 USC 112, 2"^^ paragraph have been withdrawn in light of 
applicants' arguments and amendments 

Rejections under Bailey and Jindal have been maintained, but modified. 
Rejection under Mizushina has been withdrawn in light of applicant's arguments. 

Claim Interpretation 

4. The phrase "at least uncertain" is interpreted to mean that the specificity of the 
first stationary phase for one constituent present in the sample may be uncertain or 
certain. The phrase "at least uncertain" is indefinite, but appears to denote a scale of 
specificity wherein one end of the scale is uncertain. The Examiner has interpreted that 
this scale of specificity ranges from uncertain to certain. 
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Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 2-5 and 27 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The phrase "at least uncertain" is vague and indefinite. It is unclear what the 
scope of the limitation is. Specifically, it is unclear what the boundaries of the scale are. 
For example, if "uncertain" is at one end of the scale, what is at the other end? 
Unknown? Undecipherable? Or is it in the opposite direction: Known? The examiner 
has interpreted the claims to read that "uncertain" is somewhere in the middle of the 
scale having the boundaries of Unknown and Known. Under this interpretation, "at least 
uncertain" means the specificity of the second stationary phase could be either 
unknown or known. 

Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

8. Claims 2-5 and 27 are rejected under 35 U.S.C. 102(a) as being anticipated by 
Bailey, Jerome et al (Removing High-Abundance Proteins from Serum, Genetic 
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Engineering News, 1 November 2003, pp.32, 36-37, Vol. 23, No. 19). Bailey et al. 
teach a method of evaluating the specificity of a first stationary phase for at least one 
constituent present in a sample comprising sequentially contacting a sample with at 
least a first stationary phase (the affinity column) and a second stationary phase 
(material based on Cibacron Blue) under chromatographic conditions, wherein the 
specificity of the first stationary phase for at least one constituent present in the sample 
is uncertain (proteins in Table 1 ) and the specificity of the second stationary phase for 
the at least one constituent present in the sample (albumin) is certain (pgs. 36-37 
Specific Removal of Targeted Proteins). The sample is contacted with the first 
stationary phase then the second stationary phase (pgs. 36-37 Specific Removal of 
Targeted Proteins). The method further comprises contacting the sample with a first 
stationary phase to bind a fraction of the sample that comprises the at least one 
constituent; separating the binding fraction from the first stationary phase; and 
contacting the binding fraction with the second stationary phase (p.37, 2"" full 
paragraph). The first stationary phase comprises a pharmaceutical agent (polyclonal 
antibodies) and the method is a method of determining the specificity of the 
pharmaceutical agent for said at least one constituent present in the sample (pgs. 36- 
37). 

9. Claims 2-5 and 27 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Jindal et al. (US Pub 2002/0150926). Jindal et al. teach a method of evaluating the 
specificity of a first stationary phase for at least one constituent present in a sample 
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comprising sequentially contacting a sample with at least a first stationary phase and a 
second stationary phase under chromatographic conditions ([0095] and [0122])), 
wherein the specificity of the first stationary phase for at least one constituent present in 
the sample is uncertain ([0096] and [0122]) and the specificity of the second stationary 
phase for the at least one constituent present in the sample is certain ([01 15] and 
[0122]). The sample may be contacted with the first stationary phase then the second 
stationary phase ([0095] and [0122])). The method further comprises contacting the 
sample with a first stationary phase to bind a fraction of the sample that comprises the 
at least one constituent; separating the binding fraction from the first stationary phase; 
and contacting the binding fraction the second stationary phase ([0122]). The first 
stationary phase may comprise a pharmaceutical agent and the method is a method of 
determining the specificity of the pharmaceutical agent for said at least one constituent 
present in the sample ([139]-[142]). 



Response to Arguments 

1 0. Applicant's arguments see Amendment filed September 27, 2007, with respect to 

rejections under 35 USC 112, 2"^ paragraph and with respect to the Mizushina 
reference have been fully considered and are persuasive. The rejections have been 
withdrawn. 

1 1 . Applicant's arguments filed September 27, 2007 with respect to the rejections 
under Bailey and Jindal have been fully considered but they are not persuasive. 
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12. Applicants argue tliat all of the monoclonal antibodies in the column described by 
Bailey are of known specificity to serum proteins. On the contrary, the antibodies in the 
column are the results of the testing reported in this article (paragraph bridging pages 
36 and 37) as demonstrated in the language "Table 1 (p.32) shows the proteins 
identified from the retained fraction by the affinity column." Thus, the antibodies had 
unknown specificity to the serum proteins prior to the experiments disclosed in the 
article. 

1 3. The Examiner also disagrees with applicants' argument that Bailey is silent 
regarding sequentially contacting a sample with a first stationary phase then a second. 
On page 37, paragraphs 3-5, Bailey discloses such sequential contact. 

14. Regarding the Jindal reference, the Examiner disagrees with applicants' 
argument that Jindal fails to teach a stationary phase with specificity for at least one 
constituent present in the sample which is certain. Paragraph 115 teaches using a 
stationary phase (ligand) with known specificity for a constituent (target). 

1 5. Jindal also teaches sequential contact of the sample to the first and secondary 
phases (paragraph 122). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KERI A. MOSS whose telephone number is (571)272- 
8267. The examiner can normally be reached on 9-5:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on (571)272-1700. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
/Jill Warden/ 

Supervisory Patent Examiner, Art Unit 1797 



/Keri A. Moss/ 
Examiner, Art Unit 1797 
5/5/08 



